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Oncology diseases
Cancer is a leading 
cause of death
worldwide

http://gco.iarc.fr/today/data/factsheets/cancers/39-All-cancers-fact-sheet.pdf,  https://www.who.int/news-room/fact-
sheets/detail/cancer

http://gco.iarc.fr/today/data/factsheets/cancers/39-All-cancers-fact-sheet.pdf
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Unmet need

more efficient treatment

more tolerable drugs

 to improve patient´s quality of  life
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Research is needed
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Oncology clinical trials-specific

Extremly difficult

 High frequency of adverse events and serious adverse events

 Many concomitant medications taken

 Treatment until progression

 Many versions of informed consents during the study

 Studies last for years (overall survival, progression survival)



Educational V4 platform for capacity building in oncology

Support is needed
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Quality of research is required
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AUDITS, INSPECTIONS
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Department of Clinical Trials
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Clinical trials in NCI Slovakia

 Academic research (testicular, breast cancer, probiotics)

 International non-commercial (EORTC, CECOG)

 Industry sponsored trials
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Department of Clinical Trials -National Cancer Institute (NCI) Slovakia 

 Department of Clinical Pharmacology

Jozef Haľko, MD, RNDr.

(participated in creation of laws in Slovakia, Health authority)

PharmDr. Eva  Chalachanová 1995 Department of Clinical Trials

1st Head of Department of Clinical Trials Ass.prof. Štefan Korec, MD, PhD

(fellowship in USA, Head of NCI 1995)
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NCI Slovakia Academic clinical trials
                    

       Clinical Trials in Testicular Germ Cell Cancer and 

Breast Cancer in National Cancer Institute in Slovakia  

1990 - 2022 

TGCC 

1) Sequential intermediate high-dose therapy with etoposide, 

ifosfamide and cisplatin for patients with GCTs. A Phase II study. J. 

Mardiak. 

2) Carboplatin and cyclophosphamide in the treatment of metastatic 

seminoma. A Phase II study. J. Mardiak. 

 

3) Gemcitabine plus cisplatine and paclitaxel (GCP) in second-line 

treatment of GCTs. A Phase II study. J. Mardiak. 

 

4) Paclitaxel plus ifosfamide and cisplatin in second-line treatment 

of GCTs: A phase II study. J. Mardiak. 

 

5) Paclitaxel, bleomycin, etoposide, and cisplatin (T-BEP) as initial 

treatment in patients with poor-prognosis GCTs: A Phase II study. 

J. Mardiak. 

 

6) Bevacizumab in a growing teratoma syndrome. Case report. J. 

Mardiak. 

 

7)  18031977 The histone deacetylase inhibitor (HDAC) valproic 

acid as second line treatment for hormone refractory metastatic 

prostate cancer. A phase II. Study. M. Mego 
 

 

 

8) GCTSK 001 - Phase II study of Sunitinib in refractory TGCTs.  

J. Mardiak.,M. Rečková 

 

9) GCTSK 002 - Phase II study of Everolimus refractory TGCTs. J. 

Mardiak., M. Mego. 

 

10) GCTSK 003 - First Line TIP in Poor Prognosis TGCTs . J. 

Mardiak., M. Mego. 

 

11) GCTSK 004 - Phase II study, Study of Gemcitabine, 

Carboplatin and Veliparib in refractory TGCTs . J. Mardiak., M. 

Mego. 

 

12) GCTSK 005 - Phase II study of Avelumab refractory TGCTs. 

M. Mego 

 

13) GCTSK 006 - Phase II study of Disulfiram and cisplatin in 

refractory TGCTs. M. Mego 

 

Breast Cancer 

 

1) Adjuvant clodronate therapy in patients with locally advanced 

breast cancer--long term results of a double blind randomized 

trial. Slovak Clodronate Collaborative Group. J. Mardiak 

 

2) BREAST-SK-001 Phase II study of Vinorelbine, cisplatin,  

disulfiram  and copper in CTC_EMT positive refractory 

metastatic breast cancer. M.Mego 
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EORTC (European organization of research and treatment of cancer) 

 International protocol for EORTC-62972 written by investigator -

Dr. Ľ. Švancárová

 International meetings for Sarcoma group in NCI Slovakia 

 Also active in Lymphoma, Genito-urinary and Infectious diseases groups
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Results

 1456 patients in interventional studies phase I-IV (2000-2022)

 235 interventional studies phase I-IV (2003-2022)
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Sytemic organization
 Input and 25 years NCI Slovakia experiences (M. Mego, L. Drgoňa, D. Světlovská  

and team A. Jančíková, A. Krieschová, S. Turňová)

 Ministry of Health (I. Kvietiková, S. Špánik)

 Support from Health Authority (K. Kováčová)

 National Oncology Institute (M. Rečková)

 Slovacrin (B. Čečetková)
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Minister´s order in SR 4/2018

Add into hospital organization structure Departments (of Clinical Trials

and Biomedical research departments)

 voluntary for hospitals
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Minister´s order in SR 4/2018

 Definied job description and duties

 Minimal defined positions for departments-study coordinator, study nurse

 Speeding up the process of concluding contracts (to reply to maximum to 30 days)

 Subordinated to medical director
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After 3 month....

 12 new Departments of Clinical Trials

 7 new Departments of  Biomedical Research
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D. Světlovská, Ľ. Drgoňa, M. 

Mego, P. Čvapek, D. Kollár, 

K. Kováčová, R. Imrich, B. 

Čečetková, P. Valkovič, J. 

Rosocha, S. Špánik, I. 

Kvietiková
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Study coordinators

 important role in the conduction of research activities 

 provides a strong support to the research team

Web survey in 115 Itailan sites concluded:

direct association between the number of clinical studies and the number of coordinators

https://doi.org/10.5301/maapoc.0000015

https://doi.org/10.5301/maapoc.0000015
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Team 
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What is needed

 -catalog of professional activities

 education

 sufficient personal resources

 International collaboration



Educational V4 platform for capacity building in oncology

Clinical trials

 New, promising treatment

 Access to financially demanding innovative treatment for 
patients

 Saving public financial resources

 Accurate diagnostic and treatment criteria

 Publications and citations in peer-reviewed journals
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Department of Clinical Trials

 Quality of realized clinical trials

 Support to academic clinical trials

 Possibility to realize more trials

 Innovative treatment available to patients
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Thank you for your attention


